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R emarks 

Status of Claims: 

Claims 1-7 and 28-32 were rejected. Claims 32 has been amended. Claims 8-27 have 
been cancelled. New claims 33-39 have been added. All of foe amendments are fully 
supported by the specification, claims, and figures as originally filed. No new matter is 
believed or intended to be involved. 

S132 Rejections 

Claims 1, 4-7, and 30-32 were rejected under 35 U.S.C. §102(b) as being anticipated 
by Hibner et al. (U.S. 6,120,462). Under MPEP 2131, a claim is anticipated only if each and 
every element as set forth in the claim is found, either expressly or inherently described, in a 
single prior art reference. The identical invention must be shown in as complete detail as is 
contained in the claim, and the elements must be arranged as required by the claim. Under 
this standard, Applicant submits that Hibner et al. fails to anticipate any of the amended 
independent claims. 

Independent claim 1 recites "a first mechanism for advancing the cutter" 
and "a second mechanism for advancing the cutter." Hibner et al. fails to explicitly or 
inherently teach or suggest such limitations, particularly in the arrangement required by 
independent claim 1. The Office has cited Col. 4, lines 49-56 as teaching the first and second 
mechanisms recited in claim 1. However, a reading of the passages cited by the Office 
reveals that the cited teachings actually relate to a method of using a biopsy instniment, 
without any discussion of two mechanisms being used to advance the cutter. In fact, a further 
reading of Hibner et al. reveals that the advancement of the cutter is explicitly taught as being 
provided by a single mechanism rather than two - a translation motor (item no. 340) and its 
associated components. Translational speed variation is provided by varying the control 
signal to the translation motor. (See, e.g.. Col. 19, line 36 through Col. 20, line 28 and 
FIGS. 17A-17E of Hibner et al.). Applicant submits that one of ordinary skill in the art 
would not read the first and second mechanisms recited in claim 1 on the single mechanism 
for advancing the cutter explicitly disclosed in Hibner et al. Accordingly, Applicant 
respectfully submits that Hibner et al. fails to anticipate independent claim 1 in accordance 
with MPEP 2131, and respectfully requests that the rejections be withdrawn. 

Similarly, amended independent claim 32 recites "a first mechanism for advancing the 
cutter** and "a second mechanism for advancing the cutter." Amended independent claim 32 
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further recites that "the second mechanism has at least one component that is not in the first 
mechanism." For at least the same reasons that Hibner et al. fails to anticipate claim 1 as 
noted above, Hibner et al. fails to anticipate amended independent claim 32 in accordance 
with MPEP 2131 . Applicant therefore respectfully requests that the rejections be withdrawn. 

Rejections 

Claims 2 and 3 were rejected under 35 U.S.C. §103(a) as being unpatentable over 
Hibner et al. in view of Miller et al. (U.S. 6,638,235). Claims 28 and 29 were rejected 
under 35 U.S.C. §103(a) as being unpatentable over Hibner et al. in view of Wright (U.S. 
4,662,869). Under MPEP 2143, in order to establish a prima facie case of obviousness, 
the prior art reference or combination of references must teach or suggest all of the 
limitations of a claim. A prima facie case of obviousness also requires that there be some 
teaching suggestion, or motivation to modify the references either explicitly or implicitly in 
the references themselves or in the knowledge generally available to one of ordinary skill in 
mean. MPEP 2143.01. The mere feet that references can be combined or modified does 
not render the resultant combination obvious unless the prior art also suggests the 
desirability of the combination. 

Applicant notes that claims 2, 3, 28, and 29 each depend from independent claim 1. 
As discussed above, Hibner et al. fails to explicitly or inherently teach or suggest all of the 
limitations of claim 1. Applicant further submits that the remaining references cited by the 
Office fail to make up for such deficiencies of Hibner et al. The combined art of record 
therefore fails to render independent claim 1 obvious in accordance with MPEP 2143.03. 
The combined art of record also fails to render any of claims 2-7, 28-31, and 32-39 
obvious for at least the same reasons, among others. Applicant therefore respectfully 
requests that the rejections be withdrawn. 

Furthermore, even if the combined art of record taught or suggested all of the 
elements of any of the independent claims, the art is devoid of any suggestion or motivation 
to modify or combine the teachings of the references in order to obtain the claimed 
invention. Indeed, MPEP 2143.01 admonishes that "[t]he mere fact that references can be 
combined or modified does not render the resultant combination obvious unless the prior 
art also suggests the desirability of the combination." (emphasis m original). Actual 
evidence of a suggestion, teaching, or motivation to combine prior art references must be 
shown. In re Dembiczack, 50 USPQ2d 1614 (Fed. Cir. 1999). The Office has provided 
no evidence of a motivation as of the date of the invention to modify or combine the 
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teachings of the prior art. Because the requisite evidence of motivation required by MPEP 
2143.01 is lacking, Applicant respectfully requests that the rejection he withdrawn. 

Beyond the foregoing shortcomings with respect to the rejections of the independent 
claims, Applicant further notes that the dependent claims include additional limitations not 
taught or suggested in the art of record, thus forming independent basis for novelty and non- 
obviousness* 

To the extent that the present amendments constitute a narrowing of the claims, such 
narrowing of the claims should not be construed as an admission as to the merits of the prior 
rejections. Indeed, Applicant traverses the rejections and preserves all rights and arguments. 
While Applicant has noted several distinctions over the art of record, Applicant notes that 
several other distinctions exist, and Applicant preserves all rights and arguments with respect 
to such distinctions. 

Applicant notes that the arguments made herein relate solely to the patentability of the 
claims currently being prosecuted in the present application. No statements or arguments 
made herein are intended to speak to the scope of the claims in the Hibner et al. patent. These 
remarks should therefore not be read as having any effect whatsoever on the coverage 
provided by the claims set forth in Hibner et al. 

Conclusion 

Based on die foregoing, all pending claims are in a condition for allowance. 
Accordingly, Applicant respectfully requests reconsideration and an early notice of allowance. 

Respectfully submitted, 

/Andrew B. Ulmer/ 

Andrew B, Ulmer 

Reg. No. 57,003 

Johnson <fc Johnson 

One Johnson & Johnson Plaza 

New Brunswick, NJ 08933-7003 

(513) 337-3535 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 LLS.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 1 , 4 - 7, & 30 - 32 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Hibner et ah (US Patent No. 6,120,462). 

With regard to claim 1, Hibner et ai. discloses a biopsy device (Figure 1) comprising: 

* a hollow biopsy needle (70) having a lateral tissue receiving port (78); 

❖ a hollow cutter (96) advancable within the biopsy needle; 

❖ a first mechanism (Column 4, lines 49-54) for advancing the cutter (96) to a 
position proximal of the lateral tissue receiving port (78); 

♦ and a second mechanism (Column 4, lines 54-56) for advancing the cutter (96) 
distal of said position proximal of the lateral tissue receiving port (78). 

Regarding claim 4, Hibner et al. discloses a biopsy device, wherein said second 
mechanism rotates and advances said cutter (Column 4, line 64 - Column 5, line 1). 
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In regards to claim 5, Hibner et al. discloses a biopsy device, wherein the first 
mechanism advances the cutter at first rate, and wherein the second mechanism 
advances the cutter at a second rate (Column 4, lines 46-56). Examiner contends that 
there are two predetermined translations speeds, thus there are a first rate and second 
rate. 

Regarding claims 6 & 7, Hibner et al. discloses a biopsy device, wherein the first rate 
is different from the second rate and the first rate is greater than the second rate 
(Column 3, lines 12-16, 27-35, 47-52 & Column 19, One 36 - Column 20 t line 30). 
Examiner contends the reduction of translational speed in response to the cutting 
resistance is analogous to the slower second rate, as disclosed by Applicant 

Regarding claim 30, Hibner et al. discloses a biopsy device, wherein the first 
mechanism is capable of advancing the cutter without the rotation of the cutter, and 
wherein the second mechanism advances and rotates the cutter (Column 4, lines 64 - 
Column 5, line 1) 

In regard to claim 31 , Hibner et al. discloses a biopsy device, wherein the second 
mechanism advances the cutter from a position proximal of the tissue receiving port to a 
position distal of the tissue receiving port (Column 4, lines 54 - 56). 

Regarding claim 32, Hibner et al. discloses a biopsy device (Figure 1) comprising: 

❖ a hollow biopsy needle (70) having a lateral tissue receiving port (78); 

❖ a hollow cutter (96) advancable within the biopsy needle, the hollow cutter (96) 
having an open distal end (97); 
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❖ a first mechanism (Column 4, lines 49-54) for advancing the distal end of the 
cutter (96) to a postion proximal of the lateral tissue receiving port (78); and 

❖ a second mechanism (Column 4 t lines 54-56) for advancing the distal end of the 
cutter (96) to a position distal of the lateral tissue receiving port (78), 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 ILS.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought 
to be patented and the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shaQ not be negatived by the manner in 
which the invention was made. 

Claims 2 & 3 are rejected under 35 U.S.C, 103(a) as being unpatentable over 
Hibner et al. in view of Miller et al. (US Patent No. 6,638,235). 

Regarding claims 2 & 3, Hibner et al. discloses a biopsy device with all of the 
aforementioned elements. However, Hibner et al* does not disclose a biopsy device, 
wherein the first mechanism employs a pressure differential or pneumatics for 
advancing the cutter. Miller et al., however discloses a biopsy device employing 
pressure differentials and pneumatics (Column 8, lines 1-14). It would have been 
obvious to one having ordinary skill in the art at the time the invention in view of Miller et 
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aL to incorporate pneumatics and pressure differentials with Hibner et al. in order to 
provide a means to drive the cutter. 

Additional Claim Rejections - 35 (JSC § 103 

Claims 28 & 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wright (US Patent No. 4,662,869). 

In regard to claims 28 & 29, Hibner et al. discloses a biopsy device with all of the 
aforementioned elements. However Hibner et al. does not discloses a biopsy device, 
where in at least one of the first and second mechanisms comprises a piston and 
wherein the piston is non-rotating. Wright, however, does disclose a biopsy device, 
wherein in at least one of the first and second mechanisms comprises a piston (158) 
and wherein the piston is non-rotating (Column 3, lines 57 - 58). It would have been 
obvious to one having ordinary skill in the art at the time the invention in view of Wright 
to incorporate a non-rotating piston with Hibner et al in order to orient the piston 
ultimately with the housing (Column 3, line 60 - 62). 

Response to Arguments 

Applicant's arguments, see Remarks, filed on March 8, 2006, with respect to 
claims 1-7 have been fully considered and are persuasive. The original rejections of 
claims 1-7 have been withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anuradha Roy whose telephone number is (571) 272- 
6169 and whose email address is anuradha.roy@uspto.gov. The examiner can 
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normally be reached between 8:00am and 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. 



Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished appBcations is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-directuspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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